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Aerosolized Pentamidine

by John S. James

     Last week physicians at San Francisco General Hospital and
the University of California San Francisco Medical Center pub-
lished the first article on aerosolized pentamidine inhalation
therapy to appear in a medical journal (The Lancet August 29,
1987).  We interviewed A. Bruce Montgomery, M.D., a principal
investigator in this study, in order to answer some widespread
questions about this anti-pneumocystis treatment which is already
well known in the community.

     Pneumocystis usually infects only the air sacs of the lungs.
Physicians have long injected pentamidine as a standard pneumo-
cystis treatment, but when given this way the drug causes severe
side effects and often must be discontinued.  Scientists found
that very little of the injected pentamidine went to the lungs,
where it was useful; most went elsewhere in the body where it did
no good and could be harmful.  But when made into a fine mist and
inhaled, almost all of the medicine went to the lungs and stayed
there, greatly reducing the side effects.

     The Lancet article reports the results of treating 15
patients who had already developed mild to moderate pneumocystis.
Aerosolized pentamidine in large doses was the sole treatment for
21 days.  In 13 of the 15 patients the treatment was successful;
of the other two, one died and one was switched to other pneumo-
cystis treatments and recovered. Except for coughing, no one had
any side effects attributed to the treatment.

     In addition to the 15 patients in the study, three others
were also given the aerosol because they could not tolerate other
pneumocystis treatments.  All three recovered.

     Aerosolized pentamidine also reduced the average length of
hospital stay to eight days, from two to three weeks for compar-
able patients treated with standard therapies.


Use for Prevention

     The Lancet article does not discuss preventive use of aero-
solized pentamidine -- which uses much smaller doses, given every
two to four weeks.  Another team at San Francisco General is con-
ducting a separate preventive study, expected to enroll up to 400
patients.  Meanwhile physicians especially in New York and San
Francisco are already prescribing the preventive treatment for
their patients.

     For preventive use, many different doses are being tried --
30 mg, 45, 60, 90, even 150, at different schedules varying from
once a week to once every four weeks.  We asked Dr.  Montgomery,
an expert in inhalation therapy, to help resolve the confusion
about doses common among patients and physicians. He made the
following points:

* Most importantly, doses cannot be compared across different
nebulizers (the machines which make the aerosol mist).  The size
of the droplets produced is more important in determining the
effective dose than the amount of pentamidine in the nebulizer.

* Most nebulizers in common use do not make a fine enough spray.
Most make droplets about five microns in diameter. However,
animal studies in San Francisco have shown that pentamidine is
three times as effective if the droplets are reduced to less than
two microns.  Most of the large droplets are deposited in the
airways of the lung rather than the air sacs, where the pneumo-
cystis organism lives.  And large doses with the wrong droplet
size could cause severe coughing or possibly asthma-type reac-
tions, because the form of pentamidine currently available was
not prepared for inhalation use.

* The most convenient nebulizers are ultrasonic, often hand held
and battery powered.  But the ones in use today do not produce
small enough droplets.

     Ultrasonic nebulizers use a piezoelectric crystal -- a cry-
stal which vibrates at the frequency of an electric current which
is applied.  The droplet size depends on the electrical fre-
quency.  Unfortunately the ultrasonic nebulizers available today
were designed to produce larger droplets for delivering asthma
medicines to the air passages of the lung, not to the air sacs.
Presumably it would be easy to use a higher frequency to make
smaller droplets, but no one is manufacturing such a machine at
this time.

     So the San Francisco team designed its own nebulizer, which
uses a gas jet to produce the droplets and a baffle to filter out
most of the larger ones.  This nebulizer is less convenient than
the ultrasonic machines because it needs a source of compressed
air or oxygen.

* The Lancet article tells physicians everything they need to
know to use aerosolized pentamidine with the correct droplet
size -- including where to get the nebulizer.

* In San Francisco a large community-based study of preventive
use of aerosolized pentamidine is testing three different doses.
If physicians find any dose to be less effective than the others,
they will stop using that dose immediately.  But it will take
much longer to prove efficacy for the preventive treatment than
for therapy given to persons who are already ill.

*****

AIDS Fraud Task Force

by John S. James

     The California Attorney General's AIDS Fraud Task Force, the
first effort of its kind in the nation, held its initial meeting
on August 18.  This group of 24 persons from law enforcement,
medicine, and AIDS organizations was formed to protect persons
with AIDS or related conditions from unorthodox remedies con-
sidered to be "quack" or fraudulent.

     This writer is a member of the Task Force.  I accepted the
invitation to join despite misgivings.  For example:

     * It is hard to distinguish legitimate unconventional treat-
ment attempts from fraudulent ones when so much is unknown.

     * AIDS quackery is less prevalent than people are eager to
believe, as the community is highly skeptical of claims and
inclined to discuss them with peers and physicians before buying.

     * A legal crackdown would threaten the openness and communi-
cation which allows rational grassroots experimentation and cumu-
lative development of treatment knowledge in the AIDS/ARC commun-
ity.

     But the Task Force will exist with or without my presence.
Being involved allows me to bring to its attention certain infor-
mation which otherwise would not be considered -- and to report
on its doings to the community.

     Readers outside of California will not be directly affected,
but may be interested because other states are likely to organize
similar efforts.


Government Powers

     The first meeting, by telephone conference among three loca-
tions in San Francisco, Los Angeles, and San Diego, was largely
devoted to explaining the enforcement powers available under Cal-
ifornia and Federal law.  Those of us involved in alternative
treatments may need to become aware of these powers and laws.
The specific citations below apply to California; you can easily
look up the text of the laws, together with helpful annotations,
in a public library.

     * Deceptive advertising.  It is unlawful to make statements
which the person knows or should know are false or misleading,
with the intent to sell goods or services.  The statements need
not actually be false to violate the law, nor made with intent to
defraud.  Violations are punishable by up to six months in jail
and fines up to $2500.00 per violation -- which could become hun-
dreds of thousands of dollars since every person solicited by the
advertisement could be considered a separate violation.  (Busi-
ness and Professions Code 17500, Health and Safety Code 26460)

     * Unfair competition.  This extremely broad law covers
deceptive advertising and much, much more.  Any business practice
which violates any public policy may be included. Basically the
law applies if the prosecutor can convince the judge that some-
thing isn't right.  (Business and Professions Code 17200)

     Unfair competition is not a crime in California, but the law
provides extraordinarily powerful civil remedies.  The court can
place the business under supervision, and order corrective adver-
tisements or other restitution, etc.

     * California's Sherman Food, Drug and Cosmetic Act prohibits
selling or giving away any new "drug" which has not been
approved.  "Drug" is defined to include "any article which is
used or intended for use in the diagnosis, cure, medication,
treatment, or prevention of disease..."  Technically this
language would outlaw almost all of the health-food and vitamin
industries; it hasn't been used that way because of political
constraints.

     * The State can bring felony or misdemeanor charges of
intent to defraud.  It can remove any dangerous product from
sale, and seize and destroy it at the site.  It can order local
health departments to remove a product from sale if the product
is a health concern.

     * California law prohibits any advertisement -- false or
otherwise -- that any drug or device can have any effect on any of
37 specific diseases, from appendicitis to whooping cough (the
list is in alphabetical order).  AIDS is not listed, but the Task
Force is following up on a suggestion to ask the legislature to
add it to the list.  The only exceptions are advertisements dis-
tributed only to medical professionals, or claims specifically
allowed by State health authorities. (Health and Safety Code
26463)

     * Special California laws make it a crime to offer, sell, or
give anything to be used to treat cancer, unless officially
approved in advance.  This law applies even to medical doctors,
even if the treatment is given away free, and even if it does in
fact work.  Only certain faith healing is exempt.  (Health and
Safety Code 1707.1, 1709, 1715)

     At least one member of the Task Force is trying to get this
cancer law amended to apply also to AIDS and related conditions.
Such legislation would apparently criminalize all unofficial,
alternative treatments, such as AL 721 or DNCB, or vitamins,
nutritional supplements, herbs, acupuncture, etc.  when used for
AIDS -- even by a medical doctor.  Anyone who helped a friend
obtain such treatments could be prosecuted. The legal choices
would be AZT or nothing.  Yet this critical policy change could
slip through the legislature, unknown to the AIDS community and
even to the legislators who voted for it, because only a few
lines of text would be needed to amend the existing cancer law.
This small section could be buried in other legislation.  Without
competent, ongoing community vigilance this nightmare could
easily happen.

     * There are other government powers, too.  Any district
attorney can require advertisers to provide evidence to support
certain claims -- and obtain court orders if they don't respond or
if officials have reason to believe the advertising is false.
(Business and Professions Code 17508)  The Task Force plans to
make extensive use of this provision, partly to educate itself
about unconventional AIDS/ARC treatments.

     Practitioners of unapproved treatments could be prosecuted
for grand or petty theft.  The Board of Medical Quality Assurance
can revoke the licenses of physicians.  The U. S.  Post Office
can cut off the mail of a business, or prosecute for mail fraud.
The FDA can seize goods, bring injunctions, or prosecute crimi-
nally.  California can prosecute violation of Federal laws,
guidelines, and regulations, as being "unfair competition" under
California law.  State prosecutors can be deputized to assist in
Federal cases when the Federal agencies have greater powers.

     Though not mentioned by the Task Force, persons involved in
unapproved treatments could be charged with "conspiracy" to
violate any of the above laws or others -- a felony even if the
alleged violations are misdemeanors, and even if in fact they
never occurred.

     California enforcement officials are now examining tradi-
tional ethnic medical practices, translating medicine labels from
Spanish, Chinese and other languages to judge them according to
U.S. and California laws.  They have been watching the gay press,
and are now increasing this surveillance.


Restraints On Powers

     * The main limitation on all these powers is the First
Amendment in the Bill of Rights.  Citizens have the freedom to
discuss unorthodox medical ideas in books or articles, on talk
shows, etc.  However, government agencies may prepare guidelines
for media, which publishers may voluntarily use, making it harder
for unapproved ideas to reach large audiences.

     * Most official attention focuses on false or unsupported
medical claims.  It's much harder to prosecute someone who
doesn't make any claims.

     Sometimes this system works well, allowing the community to
make its own judgments free of commercially motivated misinforma-
tion or distortion.  Persons who have informed themselves can
then buy the necessary products from individuals, organizations,
or companies whose sole business is to supply those products, not
to promote their use or persuade anyone to buy.  By contrast, the
quick-buck artist is usually an outsider who cannot operate
without advertising.

     Medical frauds have almost always been promoted by someone
with a commercial interest in them.  By contrast, with unapproved
AIDS/ARC treatments, the manufacturers, distributors, retailers
and anyone else with a commercial interest in the treatment are
often the last to know about its relevance to AIDS.  The initia-
tive normally comes from persons with AIDS or ARC, not from the
seller.

     * Law enforcement is far less efficient in detecting and
stopping one-on-one "quackery" than the publicly advertised
variety, because there is no good system of surveillance for
detecting the former.

     * Members of the Task Force are concerned about "not losing
the public relations war", as they perceived happened in an ear-
lier crusade against laetrile, an unapproved cancer remedy made
from apricot pits.

     This concern appears, for example, to have protected the
"guerrilla clinics" so far.  A central principle of the guerrilla
clinic movement is never to charge money, to give away everything
for free.  Prosecution would be perceived as an attack against
persons with AIDS who were trying to save their lives -- not as an
attack against unscrupulous promoters preying on those persons'
desperation.

     Since the many overlapping laws are broad enough to
prosecute virtually any involvement with any AIDS treatment not
already officially approved, public relations in all its facets
may be our only solid defense.  The laws embody a paternalistic,
experts-know-best philosophy; yet for years the public has turned
away from this approach, toward more personal knowledge and
involvement in one's health care.  Thousands of Americans with
diseases other than AIDS know that they are being denied neces-
sary pharmaceuticals readily available in Europe or Japan, purely
by red tape and officials' turf protection, unsupported by any
scientific or medical justification.  Probably millions of others
are being denied proper treatment although they don't know it
yet.  We can work in coalitions to support public policies which
are more rational and humane.

     * The Task Force is making a sincere attempt to target
clearly unjustified or exploitative practices, without depriving
people with AIDS of treatment options.  The law-enforcement
staff wants to focus its resources on those cases which represent
major financial or health risks to patients. The dangers arise
from difficulties in defining the task, not from ill will.  It is
easier to conduct a legal arms race than to deal with the central
ambiguities of what the Task Force seeks to accomplish.

     How can you distinguish treatments which are worthless from
those which in fact are promising though they are not yet
accepted by the mainstream -- a distinction which by definition the
doctors and scientists closest to the matter are not able to
make?  How can you stop the seller without also restricting the
buyer?  How can you apply enough heat to scare off the would-be
frauds -- often professionally skilled in the use of legal
loopholes -- without also chilling the information flow which is
essential for the health of the community?  How can you avoid a
frontal attack on hope when mainstream medicine has so little of
it to offer?  How can the public rely on good intentions of
prosecutors, when these could change overnight with a new politi-
cal climate or new personnel?  The growing war against AIDS fraud
will have fundamental problems until these questions have clear
answers.  The answers are not in sight.

     (Note: You can reach the Attorney General's AIDS Fraud Task
Force through Michael R. Botwin, Attorney General's Office, 3580
Wilshire Boulevard, Los Angeles, CA 90010, (213) 736-2160 .  The
Attorney General's staff particularly wants to hear about any
AIDS treatment practices which you believe are fraudulent or oth-
erwise improper.)


*****

DTC (Imuthiol)

     Project Inform has just published a fact sheet on DTC,
including instructions on how to obtain and use it.  For a copy,
call them at (415) 928-0293, or (800) 334-7422 in California, or
(800) 822-7422 from other states.

     For additional background on DTC, see AIDS Treatment News,
April 10 and July 3.  This immune modulator, developed in France,
is now being tested at San Francisco General Hospital and several
other U.S. medical centers.  Results of a double-blind trial
with 80 ARC patients at five French medical centers were released
at the "III International Conference on AIDS", June 1-5 1987, in
Washington, D.C.  The drug showed clear benefit in both blood
tests and clinical improvement, with almost no side effects when
used properly.

     The Project Inform fact sheet omits the names of companies
where you can buy DTC, a common industrial chemical.  According
to Project Inform, the FDA (U.S. Food and Drug Administration)
has warned suppliers not to sell DTC to persons with AIDS, since
it has not been approved for human use.  Such approval will prob-
ably take years.  Meanwhile, you usually have to be a business
with an appropriate reason to buy DTC.  For most people, the only
workable way to obtain such unapproved treatments will be through
affinity or support groups (see section below).  DTC costs almost
nothing to use and could easily be distributed free once anyone
in the group obtained a supply.

     One drawback to underground use is the difficulty of making
the "enteric coating" required to protect the chemical against
stomach acid -- and the potential danger of making the coating
improperly.  Because of this difficulty, the most successful
route of administration so far has been rectal, described in the
Project Inform fact sheet.  But few people have used DTC this
way, so there could be problems which have not appeared yet.

     An alternative to underground use of DTC is disulfiram
(Antabuse), a readily available prescription drug usually used
for alcoholics.  Disulfiram turns into DTC inside the body.  We
have heard that four persons in an unrelated drug trial did not-
ably better than the others, and physicians who examined their
medical records found that they were being given disulfiram for
alcoholism.  At this time a number of persons with AIDS or ARC,
in San Francisco at least, are receiving disulfiram through their
physicians, in amounts somewhat smaller than commonly used for
alcoholics.  We will publish more information as it becomes
available.


*****

Dextran Sulfate

     Japanese research published in The Lancet (June 13, 1987,
page 1379) suggests that this antiviral could have major impor-
tance.

     * In the laboratory, dextran sulfate (sometimes spelled
"sulphate") worked as well as AZT against the AIDS virus.  But
the combination of dextran sulfate and AZT together worked much
better than either one alone.

     * In humans, dextran sulfate has been used for more than 20
years in Japan, mainly for arteriosclerosis.  Side effects have
been small.  It is sold without a prescription, and taken orally.
The cost is small, about $1.00 a day.

     * The researchers strongly suggest that dextran sulfate be
studied as a treatment for persons with AIDS and ARC.  San Fran-
cisco General Hospital and other medical centers are or will be
conducting clinical trials.

     This writer knows one person who has used dextran sulfate
for three weeks after obtaining it through family connections in
Japan.  He is enthusiastic about the results so far.

     One possible drawback: researchers suspect that this drug
may not cross the blood-brain barrier.  But even if not, it could
have important uses, perhaps in combination with other treat-
ments.

     The researchers do not know the mechanism of the antiviral
action.  There are indications that it may inhibit reverse tran-
scriptase.

     We will publish more information as it becomes available.

     Note: Our earlier article on dextran sulfate ("Japanese
Antiviral Discovery", AIDS Treatment News May 22 1987) reported
laboratory work by a different researcher on dextran sulfate in
combination with heparin.  The research reviewed above is more
relevant to human use.


*****

Unapproved Treatments

     Delays in Federal new-drug approval have become so serious
that "over 70 percent of the drugs eventually approved for use in
this country are on the market elsewhere long before Americans
can buy them," according to California Attorney General John Van
De Kamp, speaking to the Harvey Milk Democratic Club in San Fran-
cisco, May 21 1987.

     Even this figure understates the case, because many impor-
tant drugs never even get submitted for U.S. approval because
their manufacturers choose to give up the U.S. market rather than
face the delay, difficulty, and expense required. U.S. citizens
can never buy these drugs, and they don't count in the 70 percent
figure above.

     The much-publicized new FDA rules, intended to liberalize
access to drugs urgently needed for life-threatening conditions,
have so far had no effect on any drug.  Last we heard, not even a
single application has been filed under these rules.

     Most unapproved drugs cost very little -- for at least two
reasons.  First, the treatment underground must usually stay away
from brand-new, high-tech medicines -- the ones which are most dif-
ficult, dangerous, and expensive.  And second, pharmaceutical
companies have not yet jacked up the price to what Americans or
their insurance will bear.

     The first and most important step toward increasing your
medical options is to get involved with a treatment-oriented sup-
port or affinity group -- or start one.  Such groups may be even
more important for sharing information, referrals to physicians,
etc. than for obtaining treatments themselves. They can empower
the community to take care of itself when the government and the
medical system fail to do their job.

     For information on forming AIDS/ARC/HIV-positive affinity
groups, you can call Gary Babcock in Berkeley, CA, (415) 549-
9137, evenings before 9:30 PM.

     In San Francisco, an excellent resource for learning about
treatments is the Healing Alternatives Buyers Club (HABC), which
now meets Tuesday at 7:30 PM at the Metropolitan Community
Church, 150 Eureka St., San Francisco (rear lounge room, main
floor).  At this time the HABC is most interested in egg lecithin
lipids (related to AL 721), and aloe vera juice (related to Car-
risyn).  The group needs volunteers to help organize projects,
for example laboratory testing of commercial products for consu-
mer education and protection.  Before attending, you might check
their announcement tape at (415) 861-3056.
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